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S.  2536 


[Report  No.  99-389] 


To  provide  for  block  grants  to  States  to  pay  the  costs  of  immunosuppressive  drugs 

for  organ  transplant  patients. 


IN  THE  SENATE  OF  THE  UNITED  STATES 

June  10  Gegislative  day,  June  9),  1986 

Mr.  Hatch  (for  himself,  Mr.  Kennedy,  Mr.  Nickles,  Mrs.  Hawkins,  Mr. 
Mitchell,  and  Mr.  Andeews)  introduced  the  following  bill;  which  was  read 
twice  and  referred  to  the  Committee  on  Labor  and  Human  Resources 

August  11,  1986 
Reported  by  Mr.  Hatch,  with  amendments 
[Omit  the  part  struck  through  and  insert  the  part  printed  in  italic] 


A  BILL 

To  provide  for  block  grants  to  States  to  pay  the  costs  of 
immunosuppressive  drugs  for  organ  transplant  patients, 

1  Be  it  enacted  by  the  Senate  and  House  of  Representa- 

2  tives  of  the  United  States  of  America  in  Congress  assembled, 

3  That  this  Act  may  be  cited  as  the  ''Immunosuppressive  Drug 

4  Therapy  Act  of  1986". 


2 

1  FINDINGS 

2  Sec.  2.  The  Congress  finds  and  declares  that — 

3  (1)  new  immunosuppressive  drug  therapies  have 

4  made  cadaver  organ  transplants  increasingly  successful; 

5  (2)  approximately  25  percent  of  individuals  need- 

6  ing  organ  transplants  have  no  private  insurance  cover- 

7  age  for  immunosuppressive  drugs  and  are  not  eligible 

8  for  coverage  for   such  drugs   under  the  Medicaid 

9  program; 

10  (3)  the  use  of  immunosuppressive  drug  therapy 

11  could  result  in  savings  in  medical  costs,  since — 

12  (A)  the  cost  of  hemodialysis  is  betv^een 

13  $18,000  and  $25,000  per  patient  per  year; 

14  (B)  the  cost  of  immunosuppressive  drug  ther- 

15  apy  is  between  $5,000  and  $7,000  per  patient 

16  during  the  first  year  of  therapy;  and 

17  (C)  the  cost  of  a  successful  renal  transplant 

18  is  between  $25,000  and  $35,000  per  patient 

19  during  the  year  in  which  the  transplant  is  per- 

20  formed,  $6,000  per  patient  during  the  first  year 

21  after  the  year  in  which  the  transplant  is  per- 

22  formed,  $4,800  per  patient  during  the  second  year 

23  after  the  year  in  which  the  transplant  is  per- 

24  formed,  and  $2,900  per  patient  in  the  third  year 
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1  after  the  year  in  which  the  transplant  is  per- 

2  formed;  and 

3  (4)  under  the  Medicaid  program,  43  States  and 

4  the  District  of  Columbia  provide  coverage  for  immuno- 

5  suppressive  drug  therapy. 

6  ESTABLISHMENT  OF  BLOCK  GRANT  PROGRAM 

7  Sec.  3.  Title  XIX  of  the  Public  Health  Service  Act  is 

8  amended  by  adding  at  the  end  thereof  the  following  new  part: 

9  'Tart  C — Immunosuppressive  Drug  Therapy  Block 

10  Grant 

11  "definitions 

12  "Sec.  1921.  For  purposes  of  this  part — 

13  "(1)  the  term  'eligible  patient'  means  an  organ 

14  transplant  patient  who  is  not  eligible  to  receive  reim- 

15  bursement  for  the  total  cost  of  immunosuppressive  drug 

16  therapy  under  title  XVHI  of  the  Social  Security  Act, 

17  under  the  State's  medicaid  plan  under  title  XIX  of 

18  such  Act,  or  under  private  insurance; 

19  "(2)  the  term  'immunosuppressive  drug  therapy' 

20  means  drugs  and  biologicals  which  are  to  be  used  for 

21  the  purpose  of  preventing  the  rejection  of  transplanted 

22  organs  and  tissues  and  which  can  be  administered  by 

23  the  transplant  patient;  and 

24  "(3)  the  term  'transplant  center'  means  a  trans- 

25  plant  center  certified  by  a  State  under  the  laws  and 

26  regulations  of  such  State.  fciMs'TTb.^FT — ~ — ' — ™~ — 
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1  "authoeization  of  appeopeiations 

2  "Sec.  1922.  For  the  purpose  of  allotments  to  States  to 

3  carry  out  this  part,  there  are  authorized  to  be  appropriated 

4  $15,000,000  for  each  of  the  fiscal  years  1987,  1988,  and 

5  1989. 

6  "allotments 

7  "Sec.  1923.  (a)(1)(A)  From  amounts  appropriated  under 

8  section  1922  for  oaeh  of  the  fiscal  years  1987  MtA  1988, 

9  fiscal  year  1987,  the  Secretary  shall  allot  to  each  State  an 

10  amount  which  bears  the  same  ratio  to  the  total  amount  ap- 

11  propriated  under  such  section  for  such  fiscal  year  as  the 

12  number  of  individuals  having  end-stage  renal  disease  in  the 

13  State  in  the  immediately  preceding  fiscal  year  1986  bears  to 

14  the  total  number  of  such  individuals  in  the  United  States  in 

15  such  preceding  fiscal  year  (as  determined  by  the  Secretary), 

16  except  as  provided  in  paragraph  (2). 

17  ^^(B)  From  amounts  appropriated  under  section  1922  fef 

18  fiscal  yea*  1989,  the  Secretary  shall  aHet  te  each  State  an 

19  amount  which  bears  the  same  ratio  te  the  tetai  amount  ap- 

20  propriated  under  such  section  for  such  fiscal  year  as  the  total 

21  number  of  eligible  patients  in  the  State  bears  te  the  total 

22  number  ef  eligible  patients  in  the  United  States. 

23  ''(B)  From  amounts  appropriated  under  section  1922 

24  for  each  of  the  fiscal  years  1988  and  1989,  the  Secretary 

25  shall  allot  to  each  State  for  each  such  fiscal  year  an  amount 

26  which  bears  the  same  ratio  to  the  total  amount  appropriated 
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1  under  such  section  for  such  fiscal  year  as  the  total  number  of 

2  eligible  patients  in  the  State  bears  to  the  total  number  of 

3  eligible  patients  in  the  United  States,  except  as  provided  in 

4  paragraph  (2). 

5  "(2)  Notwithstanding  paragraph  (1),  the  allotment  of 

6  any  State  in  any  fiscal  year  under  this  subsection  shall  not  be 

7  less  than  $50,000.  If,  under  paragraph  (1),  the  allotment  of 

8  any  State  in  any  fiscal  year  will  be  less  than  $50,000,  the 

9  Secretary  shall  increase  the  allotment  of  such  State  to 

10  $50,000  and  shall  proportionately  reduce  the  allotments  of 

11  all  other  States  whose  allotment  exceeds  $50,000  in  a 

12  manner  that  will  insure  that  the  allotment  of  each  State  in 

13  such  fiscal  year  is  at  least  $50,000. 

14  **(b)  To  the  extent  that  all  the  funds  appropriated  under 

15  section  1922  for  a  fiscal  year  and  available  for  allotment  in 

16  such  fiscal  year  are  not  otherwise  allotted  to  States 

17  because — 

18  **(1)  one  or  more  States  have  not  submitted  an 

19  application  or  description  of  activities  in  accordance 

20  vdth  section  1926  for  such  fiscal  year; 

21  "(2)  one  or  more  States  have  notified  the  Secre- 

22  tary  that  they  do  not  intend  to  use  the  full  amount  of 

23  their  allotment;  or 
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1  "(3)  some  State  allotments  are  offset  or  repaid 

2  under  section  1906(b)(3)  (as  such  section  applies  to  this 

3  part  pursuant  to  section  1926(d)); 

4  such  excess  shall  be  allotted  among  each  of  the  remaining 

5  States  in  proportion  to  the  amount  otherwise  allotted  to  such 

6  States  for  such  fiscal  year  without  regard  to  this  subsection. 

7  subsection,  except  as  provided  in  section  1927. 

8  "payments  undee  allotments  to  states 

9  "Sec.  1924.  (a)  For  each  fiscal  year,  the  Secretary  shall 

10  make  payments,  as  provided  by  section  6503(a)  of  title  31, 

11  United  States  Code,  to  each  State  from  its  allotments  under 

12  section  1923  from  amounts  appropriated  for  that  fiscal  year. 

13  "(b)  Any  amount  paid  to  a  State  for  a  fiscal  year  and 

14  remaining  unobligated  at  the  end  of  such  year  shall  remain 

15  available  for  the  next  fiscal  year  to  such  State  for  the  pur- 

16  poses  for  which  it  was  made. 

17  "use  of  allotments 

18  "Sec.  1925.  (a)(1)  Except  as  provided  in  subsections  (b) 

19  and  (c),  amounts  paid  to  a  State  under  section  1924  from  its 

20  allotment  under  section  1923  for  any  fiscal  year  shall  be  used 

21  by  the  State  to  provide  immunosuppressive  drug  therapy  for 

22  eligible  patients. 

23  "(2)  A  State  may  use  amounts  paid  to  the  State  under 

24  section  1924  from  its  allotment  under  section  1923  to  pro- 

25  vide  immunosuppressive  drug  therapy  for  eligible  patients — 
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1  "(A)  by  purchasing  the  drugs  and  biologicals  for 

2  such  therapy  and  distributing  such  drugs  and  biologi- 

3  cals  to  transplant  ccntcrG  er  chgiblc  patients;  centers; 

4  "(B)  by  certifying  that  an  individual  is  an  eligible 

5  patient  for  purposes  of  this  part  and  by  reimbursing  a 

6  transplant  center  for  the  costs  of  immunosuppressive 

7  drug  therapy  provided  by  such  center  to  such  individ- 

8  ual;  or 

9  ''(C)  by  any  other  method  prescribed  by  the  Sec- 

10  retary  by  regulation  (other  than  the  method  described 

11  in  subsection  (b)(1)). 

12  "(3)  A  State  may  require  an  eligible  patient  to  whom 


13  immunosuppressive  drug  therapy  is  provided  with  amounts 

14  paid  to  the  State  under  this  part  to  make  copayments  for  part 

15  of  the  costs  of  such  therapy,  without  regard  to  section  1916 

16  of  the  Social  Security  Act. 


17  ''(b)  A  State  may  not  use  amounts  paid  to  it  under  sec- 

18  tion  1924  to— 

19  "(1)  make  direct  payments  to  organ  transplant  pa- 

20  tients;  or 

21  "(2)  satisfy  any  requirement  for  the  expenditure  of 

22  non-Federal  funds  as  a  condition  for  the  receipt  of  Fed- 

23  eral  funds. 

24  "(c)  Not  more  than  10  percent  of  the  total  amount  paid 

25  to  any  State  under  section  1924  from  its  allotment  under 
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1  section  1923  for  any  fiscal  year  may  be  used  for  administer- 

2  ing  the  funds  made  available  under  section  1924.  The  State 

3  will  pay  from  non-Federal  sources  the  remaining  costs  of  ad- 

4  ministering  such  funds. 

5  "application  and  desceiption  of  activities; 

6  eequieements 

7  "Sec.  1926.  (a)  In  order  to  receive  an  allotment  for  a 

8  fiscal  year  under  section  1923,  each  State  shall  submit  an 

9  application  to  the  Secretary.  Each  such  apphcation  shall  be 

10  in  such  form  and  submitted  by  such  date  as  the  Secretary 

11  shall  require.  Each  such  application  shall  contain  assurances 

12  that  the  State  will  meet  the  requirements  of  subsection  (b). 


13  "(b)  As  part  of  the  annual  application  required  by  sub- 

14  section  (a),  the  chief  executive  officer  of  each  State  shall — 

15  "(1)  certify  that  the  State  agrees  to  use  the  funds 

16  allotted  to  the  State  under  section  1923  in  accordance 

17  with  the  requirements  of  this  part; 

18  "(2)  agrees  to  cooperate  with  Federal  investiga- 

19  tions  undertaken  in  accordance  with  section  1907  (as 

20  such  section  applies  to  this  part  pursuant  to  subsection 

21  (d)  of  this  section);  and 

22  "(3)  certify  that  the  State  agrees  that  Federal 

23  funds  made  available  under  section  1924  for  any  period 

24  will  be  so  used  as  to  supplement  and  increase  the  level 

25  of  State,  local,  and  other  non-Federal  funds  that  would 

26  in  the  absence  of  such  Federal  funds  be  made  available 
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1  for  the  activities  for  which  funds  are  provided  under 

2  that  section  and  will  in  no  event  supplant  such  State, 

3  local,  and  other  non-Federal  funds. 

4  The  Secretary  may  not  prescribe  for  a  State  the  manner  of 

5  compliance  with  the  requirements  of  this  subsection. 

6  "(c)  The  chief  executive  officer  of  a  State  shall,  as  part 

7  of  the  application  required  by  subsection  (a),  also  prepare  and 

8  furnish  the  Secretary  (in  accordance  with  such  form  as  the 

9  Secretary  shall  provide)  with  a  description  of  the  intended 

10  use  of  the  payments  the  State  will  receive  under  section 

11  1924  for  the  fiscal  year  for  which  the  application  is  submit- 

12  ted,  including  information  on  the  programs  and  activities  to 

13  be  supported.  The  description  shall  be  made  public  within  the 

14  State  in  such  manner  as  to  facilitate  comment  from  any 

15  person  (including  any  Federal  or  other  pubHc  agency)  during 

16  development  of  the  description  and  after  its  transmittal.  The 

17  description  shall  be  revised  (consistent  with  this  section) 

18  throughout  the  year  as  may  be  necessary  to  reflect  substan- 

19  tial  changes  in  the  programs  and  activities  assisted  by  the 

20  State  under  this  part,  and  any  revision  shall  be  subject  to  the 

21  requirements  of  the  preceding  sentence. 

22  "(d)  Except  where  inconsistent  with  the  provisions  of 

23  this  part,  the  provisions  of  section  1903(b),  section  1906(a), 

24  paragraphs  (1)  through  (5)  of  section  1906(b),  and  sections 
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1  1907,  1908,  and  1909  shall  apply  to  this  part  in  the  same 

2  manner  as  such  provisions  apply  to  part  A  of  this  title. 

3  "(e)  Each  annual  report  submitted  by  a  State  to  the 

4  Secretary  under  section  1906(a)  (as  such  section  applies  to 

5  this  part  pursuant  to  subsection  (d)  of  this  section)  with  re- 

6  spect  to  its  activities  under  this  part  shall  contain — 

7  **(1)  a  specification  of  the  number  of  eligible  pa- 

8  tients  in  the  State  receiving  immunosuppressive  drug 

9  therapy  with  amounts  paid  to  the  State  under  this 

10  part; 

11  "(2)  a  description  of  the  amount  of  any  copa3mient 

12  required  by  the  State  under  section  1925(a)(3);  and 

13  *'(3)  a  certification  that  amounts  paid  to  the  State 

14  under  this  part  are  being  used  in  accordance  with  the 

15  provisions  of  this  part/',  part. 

16  "immunosuppressive  drug  therapy  for  patients  in 

17  states  which  do  not  apply  for  allotments 

18  "Sec.  1927.  (a)  If  a  State  does  not  submit  an  applica- 

19  tion  for  an  allotment  under  section  1926  for  a  fiscal  year  or 

20  does  not  qualify  for  such  an  allotment  for  such  fiscal  year, 

21  the  Secretary  may  use  an  amount  which — 

22  "(1)  is  from  amounts  appropriated  under  section 

23  1922  for  such  fiscal  year;  and 

24  "(2)  is  equal  to  the  State's  allotment  under  sec-  ^ 

25  tion  1923(a)  for  such  fiscal  year, 
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1  to  provide  immunosuppressive  drug  therapy  to  eligible  pa- 

2  tients  in  such  State  in  accordance  with  subsection  (b).  Before 

3  providing  such  therapy  in  such  State  under  this  section,  the 

4  Secretary  shall  consult  with  the  chief  executive  officer  of  the 

5  State  and  appropriate  local  officials. 


6  ''(b)  Under  subsection  (a),  the  Secretary  may  provide 

7  immunosuppressive  drug  therapy  to  eligible  patients  in  a 

8  State— 

9  ''(A)  by  purchasing  the  drugs  and  biologicals  for 

10  such  therapy  and  distributing  such  drugs  and  biologi- 

11  cals  to  transplant  centers; 

12  ''(B)  by  certifying  that  an  individual  is  an  eligi- 

13  ble  patient  for  purposes  of  this  part  and  by  reimburs- 

14  ing  a  transplant  center  for  the  costs  of  immunosuppres- 

15  sive  drug  therapy  provided  by  such  center  to  such  indi- 

16  vidual;  or 

17  ''(C)  by  any  other  method  prescribed  by  the  Sec- 

18  retary  by  regulation  (other  than  the  method  described 

19  in  section  1925(b)(1)). ". 

20  REPOET 

21  Sec.  4.  Within  24  months  after  the  date  of  enactment  of 


22  this  Act,  the  Secretary  of  Health  and  Human  Services  shall 

23  prepare  and  transmit  to  the  Congress  a  report  concerning  the 

24  impact  of  part  C  of  title  XIX  of  the  PubKc  Health  Service 

25  Act  (as  added  by  section  3  of  this  Act).  The  report  shall 

26  contain — 
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1  (1)  a  description  of  the  effect  of  the  program  es- 

2  tabhshed  under  such  part  on  organ  transplants  in  the 

3  United  States; 

4  (2)  an  analysis  of  the  effects  of  such  program  on 

5  the  costs  of  organ  transplants  and  renal  dialysis; 

6  (3)  an  analysis  of  the  extent  to  which  amounts 

7  paid  to  States  under  such  part  are  used  for  purposes 

8  other  than  the  purposes  specified  by  such  part,  includ- 

9  ing  an  analysis  of  the  extent  to  which  drugs  and  bio- 

10  logicals  purchased  with  such  amounts  are  provided  to 

11  individuals  who  are  not  eligible  patients  under  such 

12  part;  and 

13  (4)  such  recommendations  as  the  Secretary  con- 

14  siders  appropriate,  including  recommendations  as  to 

15  whether  financial  assistance  under  such  program  should 

16  be  continued  during  fiscal  years  after  fiscal  year  1989. 

17  MEDICAID  PROVISION 

18  Sec.  5.  (a)  Section  1902(a)(10)  of  the  Social  Security 

19  Act  is  amended  in  the  matter  following  subparagraph  (D) — 

20  (1)  by  striking  out  "and"  at  the  end  of  subclause 

21  (HI)  and  inserting  in  lieu  thereof  a  comma;  and 

22  (2)  by  inserting  before  the  semicolon  at  the  end 

23  thereof  the  following:      and  (V)  the  making  available 

24  of  immunosuppressive  drug  therapy  (or  immunosup- 

25  pressive  drugs)  to  individuals  who  have  received  organ 

26  transplants  shall  not,  by  reason  of  this  paragraph  (10), 
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require  the  making  available  of  any  other  type  of  drug 
or  the  making  available  of  any  drugs  for  other  individ- 
uals". 

(b)  The  amendments  made  by  subsection  (a)  shall  apply 
to  drugs  furnished  after  the  date  of  the  enactment  of  this  Act. 
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